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The abstract of the disclosure does not commence on a separate sheet in 

r 

accordance with 37 CFR 1 .52(b)(4). A new abstract of the disclosure is required and 
must be presented on a separate sheet, apart from any other text. 

Claims 1-32 are pending.The following is a quotation of the appropriate 
paragraphs of 35 U.S.C. 102 that form the basis for the rejections under this section 
made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,11 and 14 are rejected under 35 U.S.C. §102 (b) as being anticipated 
by Hiejima (U. S. Pat. No. 5,925,023 cited by applicant). 

The patent to Hiejima discloses, in figure 2 for example, a "device for selectively 
regulating the flow rate of a fluid, comprising: a housing (4, at lid 41 and body 42) 
including an inlet (1 ) and an outlet (2); a plurality of flow conduits (flow paths 31 , 32, 33) 
fluidly connected between the inlet (1) and the outlet (2), the flow conduits (31, 32, 33) 
being of substantially equal inside diameters, each of the flow conduits having a length 
representative of a different pre-defined flow rate (and of selected different lengths); and 
a flow rate selection mechanism (at 51, 52, 52), operatively mounted in the housing, for 
selectively obstructing fluid flow through the flow conduits (31 , 32, 33), thereby to 
provide a flow rate from the inlet (1 ) to the outlet (2) corresponding to the combined flow 
rates of the unobstructed flow conduits" as recited. 

Regarding claim 11, Hiejima discloses an "infusion system for delivering 
selectable flow rates of a therapeutic liquid to a patient, comprising: a pressurized fluid 
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reservoir (connected at inlet 1) containing a volume of the liquid and having an outlet; 
and a flow-regulating device (fig, 2 having) an inlet (1 ) fluidly coupled to the outlet of the 
reservoir and an outlet (2) coupled to an IV conduit (eventually connected to a patient); 
wherein the flow-regulating device comprises: a plurality of flow conduits (31, 32, 33) 
fluidly connected between the inlet (1) and the outlet (2), the flow conduits being of 
substantially equal inside diameters, each of the flow conduits having a length 
representative (e.g. of different length) of a different pre-defined flow rate; and a flow 
rate selection mechanism (a 51, 52, 53) for selectively obstructing fluid flow through the 
flow conduits, thereby to provide a flow rate from the inlet (1 ) to the outlet (2) 
corresponding to the combined flow rates of the unobstructed flow conduits" as recited. 

Regarding claim 14, in Hiejima "a plurality of flow conduits (31, 32, 33 are) fluidly 
connecting the inlet (1 ) and the outlet (2) of the flow-regulating device, the conduits 
being of substantially equal internal diameter, each of the conduits having a particular 
(different) length that determines a pre-defined flow rate Of the liquid through the device; 
and a flow rate selection mechanism (at 51 , 52, 55) that is (selectively, fig. 5) actuable 
to selectively block liquid flow through (a) none of the flow conduits, and (b) one or more 
of the conduits" as selected, as recited. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the 
obligation under 37 CFR 1 .56 to point out the inventor and invention dates of each 
claim that was not commonly owned at the time a later invention was made in order 
for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 2-7, 15-20 and 24-29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hiejima in view of Hogner (U. S. Pat. No. 5,1 13,906). 

The patent to Hiejima discloses all the claimed features including having "the flow 
rate selection mechanism (comprising) a flow-blocking element (521, 522, 523) 
operatively associated with each of the flow conduits (31, 32, 33), each flow-blocking 
element being selectively operable (based on the selected flow rate set as shown in fig. 
5) to block fluid flow through its associated conduit". 

The device of Hiejima does not include "an actuation mechanism operatively 
engageable with each of the flow-blocking elements and movable among a plurality of 
pre-defined positions in all but one of which it operatively engages one or more of the 
flow-blocking elements to block flow through the flow conduit associated with each of 
the operatively-engaged flow- blocking elements, and in one position of which it 
operatively engages none of the flow-blocking elements". 

The patent to Hogner discloses that it is known in the art to employ a single 
actuator at handle 13, actuating several "cams" 11a, b, c, etc. simultaneously, each cam 
operating an intermediate "resilient element 14 which in turn is pressed against a 
collapsible tube 6-10 for the purpose of simultaneously actuating several "valves" as 
tube compressors, with a single actuator input. 

It would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to employ in Hiejima a single actuator, operating as many 
cams as there are collapsible tubes 31 , 32, 33, by actuating an intermediate element 
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which in turn is pressed against the collapsible tube for the purpose of actuating all of 
the "valves", i.e. collapsible tubes, of Hiejima with a single actuator input as recognized 
by Hogner. 

Regarding claim 3, in the device of the combination, "each of the flow conduits 
(31 , 32, 33 of Hiejima) includes a resiliency compressible occlusion tube (61 , 62, 63), 
and wherein each of the flow-blocking elements comprises a resilient element (such as 
at 14 of Hogner) that is movable into and out of a flow-blocking compression against its 
associated occlusion tube" as recited. 

Regarding claim 4, in the device of the combination, "the actuation mechanism 
comprises a plurality of cam elements (1 1 a, b, c, of Hogner), each of which is positioned 
operatively to move one of the resilient elements (14 of Hogner) into a flow-blocking 
compression against its associated occlusion tube (61, 62, 63 of Hiejima)" as recited. 

Regarding claim 5, in the device of the combination, "each of the resilient 
elements (14 of Hogner) comprises a resilient cam follower finger located so as to be 
operatively urged into a compressive engagement with one of the occlusion tubes (61 , 
62, 63 of Hiejima) when the cam follower finger (14 of Hogner) is engaged by a cam 
element (11a, b, c of Hogner)" as recited. 

Regarding claim 6, in the device of the combination, "a cam rotor (such as at 
handle 13 and shaft 4 of Hogner is) rotatably mounted in the housing (of Hiejima) and 
having the cam elements (11a, b, c of Hogner are) disposed thereon in positions in 
which each of the cam elements (11a, b, c) may operatively engage an associated cam 
follower finger (14 of Hogner) as the cam rotor is rotated" as recited. 

Regarding claim 7, in the device of the combination, "the cam rotor (shaft 4 of 
Hogner) is rotatable among a plurality of rotary positions, each of which is associated 
with a predefined fluid flow rate" through conduits 31, 32, 33 of Hiejima as recited. 
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Regarding claim 1 5, in the device of the combination, "the flow rate selection 
mechanism comprises: a flow-blocking element (521, 522, 523 of Hiejima) operatively 
associated with each of the flow conduits (31 , 32, 33 of Hiejima); and an actuation 
mechanism (e.g. handle 13 of Hogner) selectively actuates the flow blocking elements 
to block flow through the flow conduit associated with each actuated flow blocking 
element" as recited. 

Regarding claim 16, in the device of the combination, "each of the flow conduits 
(31, 32, 33 of Hiejima) includes a resiliently compressible occlusion tube (61, 62, 63), 
and wherein each of the flow blocking elements includes a resilient element (such as at 
14 of Hogner) that is movable by the actuation mechanism (cams 1 1a, b, c of Hogner) 
into a flow-blocking compression against its associated occlusion tube" as recited. 

Regarding claim 17, in the device of the combination, "the actuation mechanism 
comprises a plurality of cam elements (11a, b, c of Hogner), each of which is positioned 
operatively to move one of the resilient elements (14 of Hogner) into a flow-blocking 
compression against its associated occlusion tube (61 , 62, 63 of Hiejima)" as recited. 

Regarding claim 18, in the device of the combination, "each of the resilient 
elements (14 of Hogner) comprises a resilient cam follower finger located so as to be 
operatively urged into a compressive engagement with one of the occlusion tubes (such 
as at 6-10 of Hogner; 61 , 62, 63 of Hiejima) when the cam follower finger (the tip of 
element 14) is engaged by a cam element" as recited. 

Regarding claim 19, in the device of the combination, "the flow regulating device 
further comprises a housing (4 of Hiejima) containing the flow conduits (31 , 32, 33) and 
the cam follower fingers (14 of Hogner), the housing having one end including the 
device inlet (1 ) and another end including the device outlet (2); and wherein the 
actuation mechanism further comprises a cam rotor (shaft 14 of Hogner) rotatably 
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mounted in the housing and having the cam elements (11a, b, c) disposed thereon in 
positions in which each of the cam elements (11a, b, c) may operatively engage an 
associated cam follower finger (14 of Hogner) as the cam rotor (14) is rotated" as 
recited. 

Regarding claim 20 in the device of the combination, "the cam rotor (14 of 
Hogner) is rotatable among a plurality of rotary positions, each of which is associated 
with a predefined fluid flow rate" as recited. 

Regarding claim 24, in the device of the combination discloses a "device for 
regulating the flow of a liquid from a pressurized source, comprising: a housing (4 of 
Hiejima) having an inlet (1 ) and an outlet (2); at least first (at 31 ), second (at 32), and 
third (at 33) flow conduits in the housing fluidly connecting the inlet (1) and the outlet 
(2), each of the flow conduits (31 , 32 and 33) comprising a flow control tube (31 , 32, 33) 
and a resiliently compressive occlusion tube (61 , 62, 63), wherein the flow control tubes 
are of substantially equal internal diameter, the first flow control tube (at 31) having a 
first length associated with a first pre-defined flow rate, the second flow control tube (at 
32) having a second length associated with a second pre-defined flow rate, and the third 
flow control tube (at 33) having a third length associated with a third pre-defined flow 
rate; a resilient flow-blocking element ( 14 of Hogner) operatively associated with each 
of the occlusion tubes (61, 62, 63) and movable into a flow-blocking compression 
against its associated occlusion tube (61, 62, 63); and an actuation mechanism (handle 
13 and shaft 4 of Hogner) in the housing (4 of Hiejima) that is operable (a) to selectively 
engage and move one or more of the flow-blocking elements (14 of Hogner) into the 
flow-blocking compression against its associated occlusion tube (61, 62, 63 of Hiejima), 
and (b) to selectively be disengaged from any of the flow-blocking elements" as recited. 
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Regarding claim 25, in the device of the combination, "the actuation mechanism 
is operatively engageable with each of the flow-blocking elements (14 of Hogner) and is 
movable among a plurality of pre-defined positions in all but one of which it operatively 
engages one or more of the flow-blocking elements (14 of Hogner) to block flow through 
the occlusion tube (61 , 62, 63 of Hiejima) associated with each of the operatively- 
engaged flow-blocking elements (14 of Hogner), and in one position of which it 
operatively engages none of the flow-blocking elements" as recited. 

Regarding claim 26, in the device of the combination, "the actuation mechanism 
comprises a plurality of cam elements (11a, b, c of Hogner), each of which is positioned 
operatively to move one of the resilient elements (14 of Hogner) into a flow-blocking 
compression against its associated occlusion tube (61, 62, 63 of Hiejima)' as recited. 

Regarding claim 27, in the device of the combination, "each of the resilient 
elements comprises a resilient cam follower finger (14 of Hogner) located so as to be 
operatively urged into a compressive engagement with one of the occlusion tubes (6-10 
of Hogner: 61 , 62, 63 of Hiejima) when the cam follower finger (14) is engaged by a 
cam element (1 1a, b, c of Hogner)" as recited. 

Regarding claim 28, in the device of the combination, "a cam rotor (shaft 4 of 
Hogner) rotatably mounted in the housing (4 of Hiejima) and having the cam elements 
(11a, b, c of Hogner) disposed thereon in positions in which each of the cam elements 
(11a, b, c of Hogner) may operatively engage an associated cam follower finger (14 of 
Hogner) as the cam rotor (shaft 4 of Hogner) is rotated" as recited. 

Regarding claim 29, in the device of the combination, "the cam rotor (shaft 4 of 
Hogner) is rotatable among a plurality of rotary positions, each of which is associated 
with a predefined fluid flow rate" as recited. 
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Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hiejima 
in view of Gonneli et al. (U. S. Pat. No. 6,939,324). 

The patent to Hiejima discloses all the claimed features with the exception of 
having "a fill valve fluidly coupled between the outlet of the reservoir and the inlet of the 
flow-regulating device". 

The patent to Gonneli et al. discloses, in figure 18 for example, that it is known in 
the art to employ a "fill valve" at re-fill valve 324 upstream of the restriction device 322, 
in the infusion line set for the purpose of allowing the fluid circuit to be "refilled" with 
fluid. 

It would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to employ in Hiejima a "re-fill valve" located in the fluid 
circuit upstream of the restriction device at 4 and in the inlet circuit 91 for the purpose of 
permitting refilling of the supply reservoir without disconnecting the fluid circuit as 
recognized by Gonneli et al. 

Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hiejima 
in view of the prior art as disclosed at para [0021] of the instant specification. 

The patent to Hiejima discloses all the claimed features with the exception of 
having "the (supply) reservoir... pressurized by a pump applying a controllable pressure 
to the reservoir". 

The prior art as disclosed at para [0021] of the instant specification discloses that 
it is known in the art to employ a pressurized, by a not shown pump, volume reservoir 
used as a supply reservoir of fluid to be infused into a patient. Such a pressurized 
reservoir clearly provides for more uniform control of a specific flow rate through the 
restriction device as opposed to a gravity flow system normally used, which would lose 
pressure as fluid is dispensed since the level of fluid drops in the reservoir. 
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It would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to employ in Hiejima a pressurized reservoir of fluid, 
pressurized by a pump, supplying fluid to the restriction device 4 for the purpose of 
providing a more uniform control of desired flow rate through the restriction device 4 of 
Hiejima as recognized by the prior art disclosed at para [0021] of the instant 
specification. 

Claims 8-10, 21-23 and 30-32 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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